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SUMMARY: The Food and Drug ,-ldministra[ii>n (FD,\ j is Announcing the aIailahilitj of a draft

guidance for industry entitled “-Bioanaly[ical I’vlethm.is t;alidation for Human Studies. ” This draft

guidance provides assistance [c) sponsors and applicants of investigational new drug applications

(lND’s). new drug applications (ND~\’s I. abtv-c;iatcd nm~ drug applications (AND. A’s). and

supplements, in de~elopin: validation in f~]rma[ion for bioanalytical methods used in human clinical

pharmacology, bioavailability, and biocquivalencc studies. This draft guidance does not cover

analytical methods used for nonhuman phar[l~acolo:)/toxicology sludies, chemistry, manuf~cturirr:.

and controls information. or in vitro dissolution stuciics.

DATES: Written comments may be submitted on the draft guidance document by (imserl date 60

d(lys aj7er d(lte ofp[{blicatim in Federal Register). General comments on agency guidance

documents are welcome at any time.

ADDRESSES: Copies of this draft guidance for industry are available on the Internet at “http:/

/www.fda.gov/cder/guidance/index.htm”. Submit written requests for single copies of

‘‘Bioanalytical Methods Validation for Human Studies” to the Drug Information Branch (HFD–

210), Center for Drug Evaluation and Research, Food and Drug Administration, 5600 Fishers Lane,

Rockville, MD 20857. Send one self-addressed adhesive label to assist that office in processing
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jrour requests Submit ~~rittcn comments on [hc Jr:ll”l guidonct [(~lhc Diwkct> JIannscmcnt FJr:]ndh

(I IFT1--3O5). Food and Drug .\clr~lit]istr~\ti~]ll. 5630 Fishers I.,int. I-IN.I(MI. R(wk\illc, \lD 2(’)S52,

FOR FURTHER INFORMATION CONTACT: Vinod P. Shfih, Center t(lr Drug Ft’:l]uutlon :lnd Rcscm-ch

(HFD-350), Food and Drtlg Administration, 5600 Fishers Lane. Rock\illc. MD 20857, 301-594-

5635. :

SUPPLEMENTARY INFORMATION: FDA is announcing the a~ailabili(j of a dr~ft guidance for

industry cntitlcci ‘‘Bioana]ytica] Methods Validation in Human Studies. ” This draft guid:mce is

based primarily on the report of a conference on Analytical Methods Validation: Bioavailability,

Bioequivalence and Pharmacokinetic Studies, held on December 3 to 5, 1990, sponsored hy FDA.

the Americon ,4ssocia[ion of pharmaccutica] Scientists, Fcdera[ion

the Canadian I [calth Prf~[ection Branch, and ,Associ:l[ion of Of fiui:i I

ntcrnationa]e pharmaccutiquc,

An:lljticol Chcmis[s.

This draft Ic\’el 1 guidance document is being issued c~~nsistcnt with FDA’s good guidance

practices (62 FR 8961, Fchrutiry 27, 1997). [t rcpmscn(s IIIC:igency’s current thinking on

bioana]yticul methods ~alid:itiotl in human studies, 1[ LI(WSn~~tcrcu(e or confer any rights for or

on any person and does not operatt to bind FDA or the public, An alternative approach ]may

be used if such approach satisfies the requirements of the applicable statute, regulations, or both.

In[erestcd persons tnay, at any time. submit [~rit[en comments on the draft guidance to (he

Dockets !vlana,gement Branch (address above). T\vo copies of any comments are to be submitted,

except that individuals may submit one copy. Comments are to be ickntified with the docket number



p.m., Mondaj ~hrou:h Friday.
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Dated: ~ ___I_________ ;’~

December 24, 1998

William K. Hubbard

Associate Commissioner f~r Policy Coordination
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